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What Is RIPPLE?

Roster Interface Program & Participants
List Environment

A single electronic system with 2 major
components:

« Member account information

« Participant List administration

RIPPLE can be accessed via the NCIC
CTG website

NCIC CTG
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How Will This Impact Investigators
(1)?

Membership Account

« Contains your current contact info, credentialing
Info (e.g. GCP certificates), trial roles

» Upload of documents (such as NIH)

 All future account changes will be made within the
RIPPLE system

« Can be done by yourself or your centre Remote
Roster Administrator (RRA) for you

NCIC CTG
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RIPPLE
Member Registration

Personal Information

Dr. E First®* Bruce Middle Last* Bannmer

'f_j' The User ID that you wil use to login to Ripple and other NCIC CTG systems.
Account User [D® The default is your first initial and your last name.
thehulk

'fj' This address will be used to send you notifications from Ripple.

mean@nd.green

mean@nd.green

Address Information

'fj' Select your your centre/institution.
CANC - NCIC Clinical Trials Group, Queen’s University, Kingston OM

10 Stuart Street

Kingston

Ontario |E|

) eg. A9p 949,
K7L 3M6&

'fj' €g. 123 456-7890 ext: 123456.
613 0§33-0430  Ext#

NCIC CTG i eg. 123 456-7890.
NCIC GEC e |13 |[533.20a1

Fhone Number *




RIPPLE
Participant Training Requirements

1

Participation Requirements - Patti O'Brien

Instructions

* Account information includ il, mail { Jetai > edit i > Edi tInf tion button.
* pParticipation Requirements d uments, training and credenti ticipation.
© Refe 9
* Committees & Wor
e Other information d

Conflict of Interest Disclosure
Form [pdf)

rmpleted COI forrm: 2011-JUN-24

NCIC CTG

NCIC GEC




How Will This Impact Investigators
(2)?

Participants Lists

« Participants lists (including QI delegation of duties)
for selected trials will be managed in RIPPLE

» Changes in participants, roles, duties and start
and stop dates for these trials will be made in the
RIPPLE system by appointed centre staff (e.g.
RRAs and PLAS)

« All changes to participants lists for trials in RIPPLE
must be approved by the Ol within the RIPPLE
system prior to the changes being effective

NCIC CTG
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RIPPLE — Participants List

Trial Participants List - CANC MA32 s Pending

Performing trial related
duties at this time may cause|
NCIC CTG Participants List for Trial: MA32 violations to be recorded for
A Phase lll Randomized Trial of Metformin versus Placebo on Recurrence and Survival in Early Stage Breast Cancer your centre

Trial Complexity Level: 2
Req. roles pending since:

Centre: CANC 2014-MAR-18
NCIC Clinical Trials Group, Queen's University, Kingston ON

O Role ALL

icipants List Report
gnature Report

All of the required roles have
: . = = = . been added to the par
PPHARM = Principal Pharmacist cal Research Associate PTECH = Pharmacy Technician e
RE/REE Communication Dispensing of Investigational Agentis) Data Management
> i =ening it(s) 22 = ogi ple Management
3 = Trial-Related Medical Deci 255 ject > Perform Medical Assessments Reguired for Trial 23 = Document Adverse Events
6 = Request/Coordinate Unblinding (: 'erform Other Assessments Other

|. [&| Add | | @ Remove |

NCIC CTG
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How do you access RIPPLE?
 RIPPLE is located on the CTG main page

.. RIPPLE Homepage RIFPLE Infarmation lesignation Form

sources FAQ (coming soon!)

NCIC Clinical Trials Group
NCIC Groupe des essais cliniques

() Ripple - Roster Interface Program and Participants List Environment

Member Login

User ID

Password

L&
Forgot your User ID/Password?
Don't have an account? Register

« Forgot your user ID/password? There iIs a link
on the RIPPLE page

NCIC CTG
NCIC GEC




How Do You Approve PL
Changes in RIPPLE?

¢ Once change to PL made in RIPPLE by centre staff, QI
will receive an email notification

« Simply click on link in email
* Enter CTG user ID/password when prompted
* Click on top tool bar link to items requiring QI approval

« All changes requiring QI approval for all your trials will
appear on a single screen — changes can be edited (if
desired) and each change can be approved separately
or approve all at once — you can also reject PL changes

NCIC CTG
NCIC GEC




changes to PL {to
add a record or
refmove a record)

NCIC CTG

NCIC GEC

QI Approval Process

) clicks on link in Tool bar at top of QI Al pending QI
emall or signs mainpage Indicates

directly in to RIPPLE 0 {ac 5

using CTG User 1D pendlnb Lln.k on for all Ql's trlals will

passwaord tool bar appear

Ql receives an
automatic email
notifying them af

pending approvals

rha I'IEE"a m:lt
acceptable then
click on submit

Click "approve all”
button and submit

and all ch

be appro

will




Once you have signed in to your
account — the tool bar shows if/how
many changes pending QI approval —
click on highlighted area

®) Resources | FAQ (coming soon!) /2 Dr. Wile E. Coyote - Log out

NCIC Clinical Trials Group
NCIC Groupe des essais cliniques

Welcome to Ripple

lUse the menu options above or the links below to navigate through RIPPLE. The Help link can be ac d from ary page by clicking the link in the top right corner of the screen.’

& My Account & Participants Lists

tinformation such as contact information, centre affiliations and  Access participants lists for your site.

ueensu.ca. Page updat R-24 1037 n1D: &irtn1l7rj

NCIC CTG
NCIC GEC




To approve either click “approve” for each item or
click “approve all” which will approve all pending
PL changes, can also edit or “reject” PL changes

LCRIRE

Home # Participants Lists / Batch Approve

& PL changes to approve @I Resources | FAQ, (coming soon!) = 2 Dr. Wile E. Coyote - [ 0g nut

Showe [nstructions

Trial Participants List - Approve Changes

NCIC CTG
NCIC GEC

Centre

Delegated Duties =

Start Date

Stop Date

Approval

Participation
Status

Issues/Comments

Action

1203 8 10, 11, 14,15, 18, 17, 1%, 2%
21,22,23%

2014-APR-24

Initial Approval
@ npprove O reject O
Hold

Pending

Initial approval
required

Dl Wiew

PL

Jean-Luc
Picard

2014-MAR-30

2014-APR-24

Initial Approval
2074-MAR-30

Stop Approval

® Approve O RejectO
Hold

Active

Removal approval
required

Caitlin
tcMevin

2014-MAR-30

2014-APR-24

Initial Approval
2074-MAR-30

Stop Approval

o} Approve o} Reject@
Hold

Active

Removal approval
required

1,2, 3, 6 10, 11, 14, 15, 16, 17, 19, 20,
2,22, 23 %

2014-APR-22

Initial Approval

@ approve © peject O
Haold

Pending

Initial approval
required

Speedy
Gonzales

2014-APR-23

Initial Approval

® Approve o} Rejecto
Hold

Pending

Requirements not met

Alison Urton

2,10, 11, 14, 15, 16, 17, 20, 21, 22, 23 +

2014-APR-22

2014-h8Y-14

Initial Approval

o] Approve O Reject@
Hold

Pending

\ [®] submit '




NCIC CTG
NCIC GEC

Important Points
No additions to the PL will be effective until:

— Requested start date as entered by centre has
been reached

— All credentialing required for that role has been
met

— Addition has been approved by QI in RIPPLE

* Only once all 3 criteria are met does

participant’s status on trial change to
‘active” and effective start date Is added
(the latest of these 3 dates)




Important Points
* PL removals must also be approved by Ql!

* No removals to the PL will be effective until:

— Requested stop date as entered by site has
been reached

— Stop date has been approved by QI in RIPPLE

* Only once both criteria are met does
participant’s status on trial change to
“removed” and effective stop date Is added
(the latest of these dates)

NCIC CTG
NCIC GEC




RRAs and PLAS
Two new roles for RIPPLE:

 Remote Roster Administrator (RRA)
— Add/approve/edit/remove member accounts
— Create/edit trial PLs

— Recelving notifications of member
account/PL Iissues

» Participants List Administrator (PLA)
— Create/edit trial PL

NCIC CTG
NCIC GEC




Participant Signatures

» Signature sheet is an essential document for
trials according to GCP

* One-time only Participant Signature Form
(PSF) to be submitted for all site research
personnel active on trials (RRA can upload)

EEE NCIC Clinical Trials Group (NCIC CTG) Participant Signature Form
Lt

To ensure com)| pliance with GCP (4.1.3, 8.3.24) and Health Canada (C.05.012) regulations, NCIC
CTG requires a Participant Signature Form to be submitted for all site research personnel. These

=" forms will be used to generate Trial Signature Reports showing the signatures and initials of all

E' _'-.:|_l persons authorized by the Qualified Investigator to perform significant trial related duties. Trial
Signature Reports will be used to verify or authenticate trial related documentation as applicable.

Name: Dr. Victor Frankenstein

Signature:

NCIC CTG
NCIC GEC




How Is This System Easier For
You?
« All QI approvals can be done from anywhere with only a
few quick clicks

* All changes for all trials can be approved at once with a
single click in the QI approval screen

* No more paper forms to sign each time a change to any
PL is made

« Batch emall notifications and reminders

« Can view trial or your member record information easily in
the system anytime

« Majority of changes/updates in system done by other

centre staff
NCIC GEC




When Is This Happening?

 2014APR28

— Membership account information for all
Canadian CTG members will be
accessible in RIPPLE (regardless of trial
assignment)

— MA.32 Participants Lists will be available
in RIPPLE

* Other trials to follow shortly afterwards and
you will be notified by memos prior to each
trial being moved into RIPPLE

NCIC CTG
NCIC GEC




Where To Go For Help

« Many of your CRAs will have already completed
webinar training

» Useful resources will be available in the RIPPLE
system including

— Training slide decks

— Copies of Memos and external bulletins
— Frequently asked questions

— Forms

— ripple@ctg.queensu.ca

NCIC CTG
NCIC GEC
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